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Dockets Management Branch
Food and Drug Administration
5630 Fishers Lane, rm 1061
Rockville, MD 20852

- Ref. Docket No. 97N-484P: Current Good Tiséue Practice for Manufacturers of
Human Cellular and Tissue-based Products: Inspection and Enforcement.

Gentlemen:

| write as the Director of the Placental Blood Program of the New York
Blood Center. This Program was initially established in 1992, with funding from
NHLBI, to test the feasibility of using Placental/Umbilical Cord blood as a source
of hematopoietic stem cells for transplantation into unrelated recipients. The
Program developed standards for the collection, processing, testing,
cryoprotection, freezing and storing cord blood units for eventual selection by
bone marrow transplant physicians in recognized Transplant Centers. Since
1996 the Program has worked under an IND exception from FDA (BB IND 6637).
During its life, the Program has collected close to 14,000 cord blood specimens
and issued over 1100 cord blood units to patients in over 140 transplant centers
worldwide. Over 1070 of these have been already transplanted.

During this time numerous other groups in the US, Europe, Japan and
elsewhere have started similar Programs. Many of them are directed by
reputable individuals and are under at least some regulatory supervision, their
respective Standards are different. A number of these Banks have also provided
excellent grafts to patients in the US and others may do so in the near future.
Not all Banks, however, have provided equally acceptable transplants and
patients may have suffered as a consequence. Recent efforts from FAHCT and
NETCORD to provide an international set of Standards for cord blood banking
notwithstanding, the definition of thorough rules for Good Tissue Practice by the
US FDA adds, in my opinion, a necessary ingredient to the protection of
transplant recipients.

The rules contained in proposed new Part 1271 (titte 21 CFR) represent
an exhaustive effort to identify all or most of the elements that can be used to
document compliance with current Good Tissue Practices. | believe the proposed
rules are reasonable and will help assure the safety of use of such grafts for
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transplant recipients. Clearly, our Program will need to implement more rigorous
documentation procedures and will make the necessary personnel investment.

I do have a minor suggestion with respect to subpart 350, which deals with
Reporting. The proposed rule indicates the responsibility to report by “Any
establishment that receives information about an adverse reaction.” In fact,
given the need to investigate all cases in which an adverse event may
conceivably be due to a noxious effect of the graft, it might be important to
specify the need to facilitate, encourage and even solicit this information by the
cord blood Banks themselves. In fact, the probability of receiving such
information in some cases may be determined in part by the presence of
absence of a well-defined active follow-up program implemented by the Bank.

Respectfull mitted,

Pablo Rubinstein, M.D.
Director

Placental Blood Program,
New York Blood Center




Feix USA Airbill 82400905 e].ue.

,’Xpl‘eSS Number
1 From s ) (3¢ 4 4a Express Package Service, : Packages up to 150 {bs.
i T2 "51 \f’if"'$"- g?'i c\f L”J{ P g T Defivery commmnennggbeeslaxgmsnmeareas.
s L0 ’ " gt ;;.Jf‘\ _‘,,: 1208 ¥AR e« J'I [] FedEx Priority Overnight FedEx tandard Overnlght [ FedEx First Overnight
U = g s - Nextbusmessmammg ess afternoon Earlweﬂnenhusmessmnmmg
3 . . . dslvvewmselect!nc?ons
ender's 7 y ~ S . 5 & L~
Name f e 2 3’ WETE fﬁ«.} f&hone 21 é} 3 2 0 [ FedEx2Day ] Fedix Express Saver (] NEW FedEx Eitra Hours
5 Second husmess day Third business day lawrdmpaﬂmhnextbusmss
¥ (’,\ FedEx Envelo & rate not available. Minimum charge: One-pound rate ——]
% " ; :
any &} f 3 # { C C b 1: A‘ ;-.7 g ‘f e "“, 4b ExP Frelght Sewlce L. “ Derverycommm’:grﬁln{\g\ﬂ)eefagxﬁ:o!n?;{ebag
: ek FedEx 1Day Freight* Fed K "
Ve Eu t 6T o, Q;: : - [ fedbibay right < J L) fadf 20y Freohe O fﬁﬂ&ﬁ&?ﬁ Teight
Address *«.3’ ) {J w5 & " e * Callfor Confimmati .
Dept/F i N .
! /5 Pack ng . *Declared value imit $500
City 1&‘) State / e ! [ O Z. } [] Fédex Emgiope* [_] FedEx Pak* E L[] Other Pkg,
Includes FedEx Small Pak?edEx includes FedExBax FedEx
2 Yourlnternal Billin Reference N Large Pak, and FedEx Sturdy ek Tube, and customer pkg.
¢ 6 Special Handling -, Include FedEx address n Section 3. —
— > SATURDAY Delivery - SUNDAY Delive HOLD Weekda HOLD Saturday %
3 TOA T . ; T, 1 O Avallable only for FedEx Priorty DAvaxlableonlyforFedEwanumv [latFedx Locatr‘x’)n [2) atFedex Locanvon o
Recipient’s ’ " . m/ F\,g ﬁ,-* ({) {}ﬁ{ Overnight and FedEx 2Day Overnightto select ZIP codes Not available with Available onby for FedEx Priarity
Name MV{}{ A4 fe 14 B WM 2 one toselectZIP coes FedEx it Overright gv:;ggm%igsxmy »
E ) X 2‘0 o is Shlpbme':lt ti(t:l:'tam dangerous goods? ) S
TR 0e DS ET2 TN T Frve ¥
] ¥ Y, Y Car 0
Fuged W, L{:‘,ﬁ > J [ U x i ’&” ; ! i 0 éﬁepse;?g%(g’;jgmno D DDr;YcLCSe UN 1825 kg D Alrcgraft g ’
8 ) n
) )‘r»\, oy g 0 oS Gopds (\:& Dry lee) cannot be shipped in FedEx packaging or with FedEx Extra Hours senvice.
EHER E é» *’?“&.ﬁ &? fiii] {‘} f W""Paymem Billto: D“f""i”*‘“‘f’-

To “HOLD" at FedEx |0€ﬂﬂ°“ Prmt FedEx address We cannot deliver to P.0. boxes or P0. ZIP codes, - [ Enter FedEx Acct. No.or Credit Card NG’ helow

Sen
D Accr_ No |n Section
 Twill be billed,

AcctNo. q

D Recipient [ ] Third Party#’/" [ ] Cash/Check
: y, ,

P, . /‘b-f m o ' l»’épt/Flnar/Suiteanom‘
oy N ODEWVILLE s BB 4 2035

LU

. 4 1- i 4 Bt ¥ e el i
DB A e R S S el % )
B E B u D q U 5 E Jl q L T0ur liability is limited to $100 unless you declare a higher value. See back for details. - - m
8 Release Signature Sign to autherize delivery without obtaining signature, 0 n ;
By signing you authorize us to delver this shipment without obtalnmg a 51gnature : 1
and agree to indemnify and hold us harmiess from any resulting ciaims. -
. Questions? Visit our Web site at fedex.com .
or call 800-Go-FedEx” (800)463-3339. .t . by
Rev. Date 12/00+Part #155315 ©1934-2000 FedExePRINTED IN U.S.A. GBFE 2 . ’




